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DETAILED ACTION 

Claim Rejections - 35 USC §112 

1 . The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

2. Claim 5 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 

3. Claim 5 recites the limitation "said grooved tip" in line 1 . There is insufficient 
antecedent basis for this limitation in the claim. 

Claim Rejections - 35 USC § 102 

4. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

5. Claims 1-8, 11-13, 16 and 17 are rejected under 35 U.S.C. 102(b) as being 
anticipated by US 4,790,813 to Kensey. 

Kensey discloses a device (Figs. 8-15) used to remove emboli (deposits), the 
device comprising a catheter 112 having a lumen (see Fig. 8) and a grooved insertion 
end 112 (see Fig. 13); wherein the catheter includes a grooved tip 162 (see Fig. 15); 
wherein the tip is fixed to fixed to shaft 140 for rotation relative to the lumen (see Fig. 8); 
wherein the tip is affixed via a coupling joint 157, which is rigidly attached to the 
catheter; wherein the grooved insertion end includes a spiral groove 132; wherein the 
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device includes perfusion sideholes for delivering drugs (col. 10, II. 40-48), and a 
plunger 204 for preventing the migration of the dislodged deposits/thrombus. Kensey 
also discloses the use of inserting said device into the patient and rotating the device to 
break thrombus deposits; removing the deposits from the body (via aspiration; col. 12, II. 
28-31 ); using the plunger 204 to prevent the migration of the dislodged deposits. 
Claim Rejections - 35 USC § 103 

6. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

7. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

8. Claims 9 and 10 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Kensey, as applied to the rejections above, and in view of US 5,290,306 to Trotta et al. 

Kensey discloses an inflatable balloon 204 that acts as a plunger to prevent the 
migration of dislodged deposits but is silent with regards to the balloon being made of 
hydrogel, which is hydrophilic. However, Trotta discloses that is well known in the art to 
form a balloon structure of a hydrogel material as it would act as a lubricant for the 
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device (col. 4, II. 55-57). Therefore, it would have been obvious to one of ordinary skill 
in the art at the time the invention was made to modify the inflatable balloon of Kensey 
to be made of a hydrogel material as it would provide lubricant to the device, which 
would make it easier to more around the blood vessel. 

9. Claims 14, 15, 18 and 19 rejected under 35 U.S.C. 103(a) as being unpatentable 
over Kensey, as applied to the rejections above, and in view of US 6,165,199 to Barbut. 

Kensey discloses delivering drugs with the device but is silent with regards to the 
drug specifically being thrombolytic agents. However, the use of thrombolytic agents in 
a patient's blood vessel is well known in the art, as taught by Barbut in col. 6, line 57. 
Therefore, it would have been obvious to one of ordinary skill in the art at the time the 
invention was made to use thrombolytic agents in the device/method of Kensey since it 
has been held to be within the general skill of a worker in the art to select a known 
material on the basis of its suitability for the intended use as a matter of obvious design 
choice. In re Leshin, 227 F.2d 197, 125 USPQ 416 (CCPA 1960). The delivery time of 
the thrombolytic agent would also be merely dependent upon the intended use and 
would be obvious to one of ordinary skill in the art. 

Conclusion 

1 0. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Darwin P. Erezo whose telephone number is (571)272- 
4695. The examiner can normally be reached on M-F (8:00-4:30). 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jackie Ho can be reached on (571) 272-4696. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Darwin P. Erezo/ 

Primary Examiner, Art Unit 3773 



